TCT-460: Four-Year Follow-Up Patients with ST-Segment Elevation Acute Myocardial Infarction Treated with Sirolimus-Eluting Stent and Paclitaxel-Eluting Stent: Multicenter Registry in Asia  by unknown
3
2
6
7
(
5
:('1(6'$<6(37(0%(530±30
% -$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV3267(567(0,DQG167(0,
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
DVLJQL¿FDQW UHGXFWLRQ LQEOHHGLQJFRPSOLFDWLRQV7KHDLPRI WKHFXUUHQWVWXG\ZDV WRHYDOXDWH LQ
67(0, SDWLHQWV XQGHUJRLQJ SULPDU\ SHUFXWDQHRXV FRURQDU\ LQWHUYHQWLRQ 3&,ZLWK VWHQWLQJ DQG
DEFL[LPDEZKHWKHULPPHGLDWHUHYHUVDORIDQWLFRDJXODWLRQE\SURWDPLQHLVVDIHDQGDVVRFLDWHGZLWKD
UHGXFWLRQLQWKHRFFXUUHQFHRIEOHHGLQJFRPSOLFDWLRQV
0HWKRGV7ZRKXQGUHGVDQGSDWLHQWVZLWK67(0,KDGLPPHGLDWHUHYHUVDORIDQWLFRDJXODWLRQDIWHU
LQIDUFW DUWHU\ VWHQWLQJDQG UHFHLYHGDEFL[LPDE WKHUDS\ZLWKRXWKHSDULQ LQIXVLRQ *URXS7KHVH
SDWLHQWVZHUHFRPSDUHGZLWKDFRQWUROJURXSRIFRQVHFXWLYHSDWLHQWVWUHDWHGZLWKWKHVWDQGDUG
KHSDULQ WKHUDS\ EROXV LQ RUGHU WR DFKLHYH DQ DFWLYDWHG FRDJXODWLRQ WLPH RI  WR  VHFRQGV
GXULQJ3&,IROORZHGE\KRXUKHSDULQ LQIXVLRQ8,NJK*URXS3DWLHQWVXQGHUJRLQJ,$%3
LPSODQWDWLRQZHUHH[FOXGHG
5HVXOWV 7KH  JURXSV ZHUH VLPLODU LQ DOO EDVHOLQH FKDUDFWHULVWLFV 7KHUH ZHUH QR GLIIHUHQFHV
LQ LQKRVSLWDO PRUWDOLW\ UHLQIDUFWLRQ XUJHQW WDUJHW YHVVHO UHYDVFXODUL]DWLRQ VWURNH DQG DFXWH RU
VXEDFXWHVWHQWWKURPERVLVUDWHVZKLOH*URXSSDWLHQWVVKRZHGDORZHULQFLGHQFHRIPDMRUEOHHGLQJ
FRPSOLFDWLRQV $&8,7< VFDOH  YHUVXV  S  DQG D VKRUWHU OHQJWK RI KRVSLWDO VWD\
GD\VYHUVXVGD\VS DVFRPSDUHGZLWKKHSDULQWUHDWHGSDWLHQWV
&RQFOXVLRQV $PRQJ SDWLHQWV XQGHUJRLQJ SULPDU\ VWHQWLQJ ZLWK DEFL[LPDE DGPLQLVWUDWLRQ
LPPHGLDWHSRVW3&,UHYHUVDODQWLFRDJXODWLRQE\SURWDPLQHLVVDIHDQGDVVRFLDWHGZLWKDVLJQL¿FDQW
UHGXFWLRQLQPDMRUEOHHGLQJFRPSOLFDWLRQV
7&7
)RXU<HDU)ROORZ8S3DWLHQWVZLWK676HJPHQW(OHYDWLRQ$FXWH0\RFDUGLDO,QIDUFWLRQ
7UHDWHGZLWK6LUROLPXV(OXWLQJ6WHQWDQG3DFOLWD[HO(OXWLQJ6WHQW0XOWLFHQWHU5HJLVWU\
LQ$VLD
6XQDR1DNDPXUD+LVDR2JDZD-DQJ+R%DH<HR+&DK\DGL:DVDQ8GD\DFKDOHUP
'DPUDV7UHVXNRVRO6XGDUDWDQD7DQVXSKDVZDGLNXO
1HZ7RN\R+RVSLWDO0DWVXGR-DSDQ.XPDPRWR8QLYHUVLW\+RVSLWDO.XPDPRWR
-DSDQ.RQ\DQJ8QLYHUVLW\+RVSLWDO'DHMHRQ.RUHD5HSXEOLFRI+XVDGD+RVSLWDO-DNDUWD
,QGRQHVLD.LQJ&KXODORQJNRUQ0HPRULDO+RVSLWDO%DQJNRN7KDLODQG0DKLGRO8QLYHUVLW\
6LULUDM+RVSLWDO%DQJNRN7KDLODQG&KHVW'LVHDVH,QVWLWXWH%DQJNRN7KDLODQG
%DFNJURXQG3UHYLRXVFOLQLFDOVWXG\XWLOL]LQJ6LUROLPXVHOXWLQJVWHQW6(6DQG3DFOLWD[HOHOXWLQJ
VWHQW3(6LQVLPSOHFRURQDU\OHVLRQVGHPRQVWUDWHGDQLPSUHVVLYHUHGXFWLRQLQLQWLPDOK\SHUSODVLD
DQG UHVWHQRVLV +RZHYHU FOLQLFDO HI¿FDF\ RI 6(6 DQG 3(6 LQ WUHDWLQJ SDWLHQWV ZLWK 67VHJPHQW
HOHYDWLRQP\RFDUGLDOLQIDUFWLRQ67(0,KDVQRWEHHQYDOLGDWHG
0HWKRGV:HDVVHVVHGEDVHOLQHFOLQLFDODQGDQJLRJUDSKLFFKDUDFWHULVWLFVLQKRVSLWDODQGDQG
PRQWKPDMRUDGYHUVHFDUGLDFHYHQWV0$&(LQFRQVHFXWLYH67(0,SDWLHQWVZKRUHFHLYHG
RQ6(63(6RUEDUHPHWDOVWHQWV%06ZLWKRXWFDUGLRJHQLFVKRFNXQGHUJRLQJHPHUJHQW3&,
5HVXOWV7KHEDVHOLQHFOLQLFDOFKDUDFWHULVWLFVEHWZHHQJURXSVZHUHVLPLODU6HHWDEOHIRUWKHFOLQLFDO
UHVXOWV
&RQFOXVLRQ,PSODQWDWLRQRI6(6DQG3(6LQ67(0,SDWLHQWVLVQRWDVVRFLDWHGZLWKDQ\ULVNRIDGYHUVH
LQKRVSLWDOHYHQWVDQGUHGXFHGWKHQHHGIRUUHSHDW3&,DWIROORZXS
7&7
,PSDFWRI%DVHOLQH7KURPERF\WRSHQLDRQWKH(DUO\DQG/DWH2XWFRPHV$IWHU67(OHYDWLRQ
0\RFDUGLDO,QIDUFWLRQ7UHDWHG:LWK3ULPDU\$QJLRSODVW\$QDO\VLVIURPWKH+25,=216
$0,7ULDO
'LDD(O'LQ$EG(O+DNLP-U*HRUJH''DQJDV6U$GULDQR&DL[HWD,,,(XJHQLD
1LNROVN\6U$OH[DQGUD-/DQVN\6U-HIIUH\:0RVHV6U7XOOLR3DOPHULQL,,0DUWLQ
)DK\,,,+DUYH\':KLWH6U(0DJQXV2KPDQ6U6WHYHQ90DQRXNLDQ6U5R[DQD
0HKUDQ6U*UHJJ:6WRQH6U
&5)&ROXPELD8QLYHUVLW\0HGLFDO&HQWHU1HZ<RUN1<$XFNODQG&LW\+RVSLWDO$XFNODQG
1HZ=HDODQG'XNH8QLYHUVLW\0HGLFDO&HQWHU'XUKDP1&(PRU\8QLYHUVLW\6FKRRORI
0HGLFLQH$WODQWD*$
,QWURGXFWLRQ 7KURPERF\WRSHQLD LV D FRPPRQ DEQRUPDOLW\ LQ SDWLHQWV SUHVHQWLQJ ZLWK DFXWH
FRURQDU\V\QGURPHDQGWUHDWHGZLWKDQWLWKURPERWLF WKHUDS\:KHWKHUEDVHOLQH WKURPERF\WRSHQLD
KDVDQ\LQÀXHQFHRQWKHRXWFRPHRISDWLHQWWUHDWHGZLWKSULPDU\DQJLRSODVW\IRUDFXWHP\RFDUGLDO
LQIDUFWLRQLVXQNQRZQ,QWKLVVWXG\RXUDLPZDVWRGHWHFWWKHLPSDFWRIEDVHOLQHWKURPERF\WRSHQLDRQ
WKHHDUO\DQGODWHRXWFRPHVRIWKLVJURXSRISDWLHQWV
0HWKRGV$VDQDQDO\VLVRI+25,=216$0,WULDOZHFRPSDUHGWKHVKRUWDQGORQJWHUPRXWFRPHV
H[SUHVVHGDVSULPDU\HQGSRLQWVQHWDGYHUVHFDUGLDFHYHQWV PDMRUDGYHUVHFDUGLDFHYHQWVDQGRU
EOHHGLQJLQSDWLHQWVZLWKEDVHOLQHWKURPERF\WRSHQLDZLWKDFRQWUROJURXS
5HVXOWV%DVHOLQHWKURPERF\WRSHQLDZDVIRXQGLQRISDWLHQWVDQGZDVDVVRFLDWHGZLWKDKLJKHU
LQFLGHQFHRIFDUGLRYDVFXODUPRUWDOLW\EOHHGLQJDQGFRPSRVLWHLVFKHPLFHQGSRLQWVDWVKRUWDQGORQJ
WHUPIROORZXS7KHGD\GHDWKUDWHEOHHGLQJDQGPDMRUFDUGLDFHYHQWVZHUHLQ
WKHWKURPERF\WRSHQLDJURXSFRQVHTXHQWO\FRPSDUHGZLWKLQWKHFRQWUROJURXSS
IRUDOOFRPSDULVRQVZKLOHDW\HDUIROORZXSWKHDERYHPHQWLRQHGUDWHVZHUH
UHVSHFWLYHO\LQWKHWKURPERF\WRSHQLDJURXSFRPSDUHGZLWKLQWKHFRQWUROJURXS
SIRUDOOFRPSDULVRQV+RZHYHUWKURPERF\WRSHQLDZDVQRWDQLQGHSHQGHQWSUHGLFWRURIDQ\
DGYHUVHHYHQWVE\PXOWLYDULDWHDQDO\VLV
&RQFOXVLRQ 7KLV DQDO\VLV VKRZHG WKDW EDVHOLQH WKURPERF\WRSHQLD LQ SDWLHQWV ZLWK DFXWH 0,
XQGHUJRLQJ LPPHGLDWHFDWKHWHUL]DWLRQDQGSULPDU\3&, LV D UHDGLO\DYDLODEOHPDUNHURI LQFUHDVHG
IXWXUHDGYHUVHHYHQWVUHODWHGWRERWKLVFKHPLDDQGEOHHGLQJ
7&7
7KH,PSHOOD'HYLFHV)RU3DWLHQWV,Q3URIRXQG&DUGLRJHQLF6KRFN7KH$0&,&8
([SHULHQFH
$QQHPDULH((QJVWURP5LFDUGR&RFFKLHUL$QWRLQH+'ULHVVHQ.ULVFKDQ'6MDXZ0DULMH0
9LV-DQ%DDQ-U.DUHO7.RFK:LP./DJUDQG-RV$3YDQGHU6ORRW-DQ7LMVVHQ5REEHUW
-GH:LQWHU%DV$GH0RO-DQ-3LHN-RVp3+HQULTXHV
$0&$PVWHUGDP1HWKHUODQGV
%DFNJURXQG&DUGLRJHQLF VKRFN &6 UHPDLQV DQ LPSRUWDQW WKHUDSHXWLF FKDOOHQJHZLWK KLJK LQ
KRVSLWDOPRUWDOLW\UDWHV0HFKDQLFDOFLUFXODWRU\VXSSRUWPD\EHEHQH¿FLDOLQWKHVHSDWLHQWV$VWKH
HI¿FDF\RI WKH LQWUDDRUWLFEDOORRQSXPS,$%3VHHPV OLPLWHGQHZGHYLFHV VXFKDV WKH ,PSHOOD
V\VWHPKDYHEHHQGHYHORSHGIRUWKLVSXUSRVH2XUFXUUHQWSXUSRVHZDVWRGHVFULEHRXUH[SHULHQFH
ZLWKWKH,PSHOODV\VWHPLQSDWLHQWVSUHVHQWLQJLQSURIRXQG&6ZKRZHUHDGPLWWHGWRRXULQWHQVLYH
FDUHXQLW,&8
0HWKRGV)URP-DQXDU\WKURXJK$SULOSDWLHQWVLQSURIRXQG&6UHTXLULQJPHFKDQLFDO
YHQWLODWLRQ ZHUH DGPLWWHG WR RXU ,&8 DQG WUHDWHG ZLWK HLWKHU WKH ,PSHOOD  RU WKH ,PSHOOD 
SHUFXWDQHRXV OHIW YHQWULFXODU DVVLVW GHYLFH %DVHOLQH DQG IROORZXS FKDUDFWHULVWLFV ZHUH FROOHFWHG
UHWURVSHFWLYHO\DQGHQWHUHGLQWRDGHGLFDWHGGDWDEDVH
5HVXOWV7KLUW\RXWRISDWLHQWVZHUHLQ&6DVDFRPSOLFDWLRQRI67(0,:LWKLQWKHVWXG\FRKRUW
SDWLHQWVUHFHLYHGWUHDWPHQWZLWKWKH,PSHOODSDWLHQWVZHUHWUHDWHGZLWKWKH,PSHOODDQG
SDWLHQWVZHUHWUHDWHGZLWKWKH,PSHOODDQGVXEVHTXHQWO\XSJUDGHGWRWUHDWPHQWZLWKWKH,PSHOOD
7KLUW\GD\VXUYLYDOUDWHVLQSDWLHQWVWUHDWHGZLWKWKH,PSHOODDQG,PSHOODZHUHDQG
UHVSHFWLYHO\S )RUWKHXSJUDGHGSDWLHQWVGD\VXUYLYDODIWHUXSJUDGHZDV
&RQFOXVLRQ)RUWKHKLJKO\VHOHFWHGJURXSRISDWLHQWVZLWKSURIRXQGDQGUHIUDFWRU\&6HLWKHUDVD
FRPSOLFDWLRQ RI 67(0, RU SRVWFDUGLRWRP\ PHFKDQLFDO VXSSRUW E\ PHDQV RI WKH ,PSHOOD  LV
DVVRFLDWHGZLWKORZHUGD\PRUWDOLW\UDWHVZKHQFRPSDUHGWRPHFKDQLFDOVXSSRUWZLWKWKH,PSHOOD
RQO\
7&7
6XUYLYDO)ROORZLQJ$FXWH67(OHYDWLRQ0\RFDUGLDO,QIDUFWLRQ&RPSOLFDWHG%\2XW2I
+RVSLWDO&DUGLRSXOPRQDU\$UUHVW
)L]]DK$&KRXGU\5RVKDQ3:HHUDFNRG\3HWHU*0LOOV$MD\.-DLQ
/RQGRQ&KHVW+RVSLWDO/RQGRQ8QLWHG.LQJGRP
%DFNJURXQG 67 HOHYDWLRQ P\RFDUGLDO LQIDUFWLRQ 67(0, FRPSOLFDWHG E\ RXW RI KRVSLWDO
FDUGLRSXOPRQDU\DUUHVW22+&$LVDVVRFLDWHGZLWKVLJQL¿FDQWPRUELGLW\DQGPRUWDOLW\+RZHYHU
WKHUHLVOLWWOHGDWDDYDLODEOHLQWKHHUDRISULPDU\3&,UHJDUGLQJRXWFRPHRI67(0,FRPSOLFDWHGE\
22+&$:HVRXJKWWRLGHQWLI\WKHFKDUDFWHULVWLFVWKDWGHWHUPLQHRXWFRPHIROORZLQJ22+&$GXH
WR67(0,
0HWKRGV %HWZHHQ -DQ  DQG'HF   SDWLHQWV SUHVHQWLQJ WR D SULPDU\ 3&, FHQWUHZLWK
22+&$ ZHUH LGHQWL¿HG 7KH IROORZLQJ FOLQLFDO GDWD ZHUH FROOHFWHG IRU HDFK SDWLHQW SDWLHQW
GHPRJUDSKLFVFDUGLDFULVNIDFWRUVDUUHVWWRDUULYDOWLPHKHDUWUDWHV\VWROLFEORRGSUHVVXUHFUHDWLQLQH
GHJUHHRI67VHJPHQWGHYLDWLRQFDUGLDFELRPDUNHUVDQJLRJUDSKLFGLVHDVHVHYHULW\DQGSUHGLFWHGLQ
KRVSLWDOPRUWDOLW\XVLQJWKH*5$&(ULVNPRGHOZDVFDOFXODWHG,QKRVSLWDO0$&&(DQGPRQWKDOO
FDXVHPRUWDOLW\ZDVUHFRUGHG
5HVXOWV7KHPHDQDJHRISDWLHQWVZDV\HDUVZHUHPDOHDQGZHUHWUDQVIHUUHGWR
WKH3&,FHQWUHIURPORFDOKRVSLWDOV&DUGLRYDVFXODUULVNIDFWRUVZHUHK\SHUFKROHVWHURODHPLD
VPRNLQJKLVWRU\GLDEHWHVPHOOLWXVDQGK\SHUWHQVLRQ,QKRVSLWDOPRUWDOLW\ZDV
DPRQJSDWLHQWVSUHVHQWLQJZLWK22+&$$WPRQWKIROORZXSRISDWLHQWVZKRVXUYLYHG
WKH LQGH[DGPLVVLRQZHUH DOLYH7KHUHZHUHQR VLJQL¿FDQWGLIIHUHQFHV LQSDWLHQWGHPRJUDSKLFVRU
UHIHUUDOVRXUFHEHWZHHQSDWLHQWVZKRZHUHDOLYHDWGLVFKDUJHFRPSDUHGZLWKWKRVHZKRGLHG0HDQ
WLPHIURPFDUGLDFDUUHVWWRDUULYDODWWKHFDUGLDFFHQWUHZDVORQJHUIRUQRQVXUYLYRUVPLQXWHV
WKDQVXUYLYRUVPLQXWHV1RQVXUYLYRUVZHUHPRUHOLNHO\WRKDYHWKUHHYHVVHOFRURQDU\GLVHDVH
LQQRQVXUYLYRUVLQVXUYLYRUVDQGKDGDKLJKHUSUHGLFWHGLQKRVSLWDOPRUWDOLW\
DFFRUGLQJWRWKH*5$&(ULVNPRGHOLQQRQVXUYLYRUVLQVXUYLYRUV
&RQFOXVLRQV7KHUHLVD¿YHIROGLQFUHDVHLQPRUWDOLW\LQ67(0,SDWLHQWVFRPSOLFDWHGE\22+&$,Q
WKLVFRKRUWSUHGLFWRUVRISRRURXWFRPHDUHDORQJHUWLPHIURPDUUHVWWRDUULYDODWDSULPDU\3&,FHQWUH
WKUHHYHVVHOFRURQDU\GLVHDVHDQGDKLJKHUSUHGLFWHGLQKRVSLWDOPRUWDOLW\DFFRUGLQJWRWKH*5$&(
ULVNPRGHO3URPSWPHGLFDODVVLVWDQFHDQGUDSLGWUDQVIHURIWKHVHSDWLHQWVWRDSULPDU\3&,FHQWUHVLV
OLNHO\WRLPSURYHRXWFRPHDPRQJSDWLHQWVZLWK67(0,FRPSOLFDWHGE\22+&$
7&7
&XOSULW/HVLRQVIRU$FXWH67(OHYDWLRQ0\RFDUGLDO,QIDUFWLRQ$QDWRPLFDOO\6LJQL¿FDQW
2U1RW"
/LDP00F&RUPLFN6WHSKHQ3+RROH'DYLG3'XWND1LFN(-:HVW
3DSZRUWK+RVSLWDO&DPEULGJH8QLWHG.LQJGRP$GGHQEURRNH¶V+RVSLWDO&DPEULGJH8QLWHG
.LQJGRP
%DFNJURXQG5HFHQWGDWDIURPVWXGLHVH[DPLQLQJIUDFWLRQDOÀRZUHVHUYH))5DQGYLUWXDOKLVWRORJ\
LQWUDYDVFXODU XOWUDVRXQG 9+,986 KDYH FRQ¿UPHG WKDW ERWK IXQFWLRQDOO\ DQG DQDWRPLFDOO\
